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§14.70. The person may participate at
the closed portions of a meeting only if
appointed as a special Government em-
ployee by the Commissioner as pro-
vided in paragraph (e) of this section.
This paragraph (c) is not intended to
bar the testimony of a person during a
closed portion of a meeting about mat-
ters prohibited from public disclosure
under §§14.25(c) and 14.27(c).

(d) To prevent inadvertent violation
of Federal conflict of interest laws and
laws prohibiting disclosure of trade se-
crets (18 U.S.C. 208, 21 U.S.C. 331(j), 18
U.S.C. 1905), Federal executive branch
employees who are not employees of
the Department may not confer, tes-
tify, or otherwise participate (other
than as observers) at any portion of an
advisory committee meeting unless
they are appointed as special Govern-
ment employees by the Commissioner
under paragraph (e) of this section. this
paragraph does not apply to Federal
executive branch employees who are
appointed as members of TEPRSSC, as
provided in §14.127.

(e) The Commissioner may appoint
persons as special Government employ-
ees to be consultants to an advisory
committee. Consultants may be ap-
pointed to provide expertise, generally
concerning a highly technical matter,
not readily available from the mem-
bers of the committee. Consultants
may be either from outside the Govern-
ment or from agencies other than the
Food and Drug Administration. Re-
ports, data, information, and other
written submissions made to a public
advisory committee by a consultant
are part of the administrative record
itemized in §14.70.

[44 FR 22351, Apr. 13, 1979, as amended at 55
FR 42703, Oct. 23, 1990]

§14.33 Compilation of materials for
members of an advisory committee.

The Commissioner shall prepare and
provide to all committee members a
compilation of materials bearing upon
members’ duties and responsibilities,
including—

(a) All applicable conflict of interest
laws and regulations and a summary of
their principal provisions;

(b) All applicable laws and regula-
tions relating to trade secrets and con-
fidential commercial or financial infor-

§14.35

mation that may not be disclosed pub-
licly and a summary of their principal
provisions;

(c) All applicable laws, regulations,
and guidance documents relating to
the subject matter covered by the advi-
sory committee and a summary of
their principal provisions;

(d) All applicable laws, regulations,
including the regulations in part 20 of
this chapter, advisory committee char-
ters, FEDERAL REGISTER notices, cur-
ricula vitae, rules adopted by the advi-
sory committee, and other material re-
lating to the formation, composition,
and operation of the advisory com-
mittee, and a summary of their prin-
cipal provisions;

(e) Instructions on whom to contact
when questions arise; and

(f) Other material relating to FDA
and the subject matter covered by the
committee which may facilitate the
work of the committee.

[44 FR 22351, Apr. 13, 1979, as amended at 65
FR 56479, Sept. 19, 2000]

§14.35 Written submissions to an advi-
sory committee.

(a) Ten copies of written submissions
to a committee are to be sent to the
executive secretary unless an applica-
ble FEDERAL REGISTER notice or other
regulations in this chapter specify oth-
erwise. Submissions are subject to the
provisions of §10.20, except that it is
not necessary to send copies to the Di-
vision of Dockets Management.

(b) At the request of a committee, or
on the Commissioner’s own initiative,
the Commissioner may issue in the
FEDERAL REGISTER a notice requesting
the submission to the committee of
written information and views perti-
nent to a matter being reviewed by the
committee. The notice may specify the
manner in which the submission should
be made.

(c) At the request of a committee, or
on the Commissioner’s own initiative,
the Commissioner may at any time re-
quest the applicant or sponsor of an ap-
plication or petition about a specific
product on which action is pending be-
fore FDA, and is being reviewed by an
advisory committee, to present or dis-
cuss safety, effectiveness, or other data

145



		Superintendent of Documents
	2014-10-17T13:50:46-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




